UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

)
IN RE LORAZEPAM & CLORAZEPATE )
ANTITRUST LITIG_ATION ) MDL Docket No. 1290
) Misc. No. 99ms276
)
)
)
This Order applies to: )
) 1)
All Actions ) H&Eﬁ
; JUN 2 8 2001
HANCY MAYER WHITTINGTON, CLERK
ORDER U,S. DISTRICT COURT

It 1s hereby

ORDERED that the attached letter received by the Court on June 14, 2001, which
objects to the settlement proposed in this case, shall be filed by the Clerk of the Couﬁ. It is
further d

ORDERED that in addition to sending all counsel of record copies of this Order and the
attéched letter, a copy of this Order and the attached letter shall be forwarded to the claims
adminiétrato_r at the following address:

| Lorazepam/Clorazepate Settlemeht Adnﬁnistrator

P.0O. Box 1605
Faribault, MN 55021-1605

June % 2001

Thomas F. Hogan,
United States District Jirdge
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Sweetheart deals and patent extensions
keep lower-cost generic drugs from consumers.

f you or a family member have taken brand-name prescription drugs

for such ailments as allergies, anxiety, heartburn, or high blood pressure,

you can stop wondering why your bills have been so high. In many cases,

cheaper generic equivalents have not made it to the marketplace as early
as they could have after expiration of the typical 20-year drug patent.

Our interviews with consumers, federal
regulators, and drug manufacturers and
their trade groups, and our review of recent
Federal Trade Commission (FT'C) actions,
paint a picture of a pharmaceutical industry
busily engaged in stalling the entry of gener-
ic drugs to the marketplace. In April, the
FTC filed the third complaint in a year
charging dimg makers with anticompetitive
practices (see “Sweetheart Deals,” below).

The Bush administration recently gave
the FTC a green light to begin an industry-
wide investigation; the FYC has issued sub-
poenas to 100 pharmaceutical companies——
brand-name and generic manufacturers
alike. Investigators will focus on the business
relationships between brand-name and
generic-drug manufacturers, says outgoing
FTC chairman Robert Pitofsky.

Consumers are bearing the financial
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brunt of tactics that delay the introduction
of generic drugs, which typically cost 25 to
50 percent less than their brand-name
equivalents. Consider David Hyams, 75, of
Corte Madera, Calif.,, who began taking
Hytrin (terazosin} to control his high blood
pressure in 1992. With no drug insurance,
Hyams paid the then $1-a-day cost of the
brand-name drug himself. And the price
kept going up. By 1999 it was up to $1.50 a
day. In August of that year, a generic tera-
zosin finally became available. “Of course, 1
made the switch,” says Hyams.

As more generic versions of the drug
entered the market, prices were driven
down. By spring 2001, Hyams was paying
just 40 cents a day for his dose of the drug.
But if it weren't for a sweetheart deal, one of
several tactics used to stall competition,

generic versions of Hytrin could—and

should—have been available months earli-
er, according to the FTC.

It’s a high-stakes game for drug manu-
facturers, their shareholders, and the public.

. Maintaining a monopoly on a product by

delaying a generic introduction by even a
day can mean millions in profus for the
brand-name company. And the stakes will
soon get higher. Patents on 21 best-selling

. drugs with annual 1.5, sales approaching $20
billion will expire over the next five years.

“Brand-name pharmaceutical compa-
nies are using every possible tactic—legal or
illegal—ito rob Americans of biltions of dollars
over the next few years by delaying for as
long as possible the entrance of generics to
market,” says Sidney Woife, M.D,, of the non-
profit Public Citizen Health Research Group,
a Washington watchdog group. “It’s an eco-
nomic and a health scandal. It prevents people
who can’t afford the brand-name version—
but might be able to afford the generic
version—from getting the drugs they need”

The Drug Price Competition and Patent
Term Restoration Act of 1984, commonly
referred to as the Hatch-Waxman Act, was
designed to foster generic competition by
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striking a balance between the interests of
generic and brand-name companies. The
legislation made it cheaper and easier for
genetic makers to win FDA approval for
their drug. It gave some generic companies
a six-month head start on the competition.
And it rewarded makers of brand-name
drugs with additional years of effectiy
patent life to make up for market time log
awaiting FDA approval. True innovator.
who market first-of-their-kind drugs get ug
1o five additional years of patent protection
In recent years, companies have gone a
“out to evade the spirit of the 1984 law!
They’ve been accused of the following:
Legislative stealth. Sneaking patent-
extending riders into complex and unrelat-
ed legistative packages.
 Disabling competitors. Paying chemica
supply houses not to sell needed mgredlen
to rival drug manufacturers.

Sweetheart deals. Paying competitors to}
stay out of the market. '

Unreasonable delays. Filing unfounded
“citizen pefitions” and patents to delay the
marketing of a generic drug,.

There are times when delay may be jus-
tified: Market exclusivity is sometimes grant-
ed to encourage research in neglected areas.
Since 1998, the Department of Health and
Human Services has given makers of more
than two dozen brand-name drugs an extra
six months of market exclusivity as an
incentive to conduct clinical trials to deter-
mine how well their medicines work in chil-
dren. Supporters of the program say it
rewards drug manufacturers for performing
time-consuming and crucial research. Crit-
ics charge that this is a government subsidy
prograrm that pays manufactarers for research
they should be obligated 1o undertake.

LEGISLATIVE STEALTH
Most market monopolies benefit onty drug
companies and their stockholders. That’s
why drug manufacturers have lobbied con-
gressional representatives to insert special
patent-extending clauses for a particular
drug into must-pass appropriation legisla-
tion. In 1996 a clause extending for two
years the G.D. Searle patent on its non-
steroidal anti-inflammatory drug Daypro
(oxaprozin) passed as part of the omnibus
budget bill, the legislation that prevented a
federal government shutdown. ‘
Since then, however, Congress seems to
be more alert. It cut out the rider for a
patent extension on Hoffmann-La Roche’s
pain reliever Toradol (ketorolac) that was
inserted in the 1997 emergency legislation
for flood victims and military missions. And

last year Sen. Edward M. Kennedy, D-Mass

and other senators held a press conference]
to expose an atterpt to extend Schering
Plough’s patent for the allergy drug Clarisi
{loratadine) in the 2001 Mlhtary Construc-
oD ARS

DISABLING OTHER MANUFACTURERS

1t’s not only brand-name companies that try
to dodge competition. A major generic
cormpany has been charged with going to
great lengths to remain the only player in its
category. Mylan Laboratories, the nation’s
second largest generic-drug manufacturer,
has settled FTC charges that it conspired

| with three chemical suppliers to deprive
| other generic-drug makers of the ingredi-

ents necessary to manufacture two generic
antiamdety drugs, clorazepate and lorazepam,

t  With the competition disabled, Mylan raised
| the wholesale price of clorazepate from
' $11.36 to $377 for a 500-count bottle of 7,5-

milligram (mg) tablets in January 1998, says

the FTC. Two months later Mylan raised the
wholesale price of lorazepam from $7.30 to
$190 for a 500-count bottle of 1-mg tablets.
The arrangement cost consumers more than
$120 million, the cornmission says.

In the largest monetary settlement in
FTC history, Mylan Laboratories, denying
wrongdoing, has agreed to pay $147 mijllien
to compensate patients, insurers, masaged-
care organizations, and state agencies and to
pay attorneys’ fees, Affected consumers can
call 800 899-5806 or find information at
www.agsettlement.com.

SWEETHEART DEALS

In March 1998 generic manufacturer Gene-
va Pharmaceuticals received FDA approval to
 be the first to market generic capsules of
 Hytrin, used for benign prostate enlarge-

ment and high blood pressure. Then Gene-
va told Abbott Laboratories, which devel-
oped the drug, it would launch a generic
version of Hytrin unless Abbott paid to keep

Growing confidence in generic drugs
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